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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORiMATfON: 

a. File Number: ANADA 200-344 

b. Sponsor: Phoenix Scientific, Inc. 
3915 South 48’ St. Terrace 
St. Joseph, MO 64503 

Drug Labeler Code: 059130 

c. Established Names: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

g. How Dispensed: 

h. Amount of Active Ingredients: 

i. Route of Administration: 

j . Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: Antibiotic 

m. Indications: For the treatment of swine dysentery associated with 
Brachyspira hyodysenteriae susceptible to tiamulin and 
swine pneumonia due to Actinobacillus 
pleuropnetcmoniae susceptible to tiamulin. 

n. Pioneer Product: 

Tiamulin hydrogen finnarate 

Tiamulin Soluble Antibiotic 

Soluble powder 

2.28 oz (64.6 g) and 6.84 oz (193.8 g) foil packets 

OTC 

45% w/w tiamulin 

Oral 

Swine/Weighing less than 250 pounds. 

Administered in the drinking water for five 
consecutive days for the treatment of swine dysentery 
associated with Brachyspira hyodysenteriae 
susceptible to tiamulin at a dose level of 3.5 mg 
tiamulin per pound of body weight daily and for 
treatment of swine pneumonia due to Actinobacillus 
pleuropneumoniae susceptible to tiamulin when given 
a 10.5 mg tiamulin per pound of body weight daily. 

DENAGARD Soluble Antibiotic; tiamulin; NADA 
134-644; Boehringer Ingelheim Vetmedica, Inc. 
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2. TARGETANIMAL SAFETYAND DRUG EFFECTIVENESS: 

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the Generic 
Animal Drug and Patent Term Restoration Act (GADPTRA) of 1988, an Abbreviated New 
Animal Drug Application (ANADA) may be submitted for a generic version of an approved new 
animal drug (‘pioneer product). New target animal safety and effectiveness data and human food 
safety data (other than tissue residue data) are not required for approval of an ANADA. 

Ordinarily, the ANADA sponsor shows the generic product is bioequivalent to the pioneer, 
which has been shown to be safe and effective. If bioequivalence is demonstrated through a 
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the 
generic product should also be conducted. For certain dosage forms, the agency will grant a 
waiver from the requirement of an in viva bioequivalence study. (55 FR 24645, June 18, 1990; 
Fifth GADPTRA Policy Letter; Bioequivalence Guidance, revised October 9,2002). 

Based on the formulation characteristics of the generic product Phoenix Scientific, Inc. was 
granted a waiver from the requirement of an in vivo bioequivalence study for Tiamulin (tiamulin) 
Soluble Antibiotic. The generic product is administered as an oral. solution, contains similar 
active ingredients in the same concentration and dosage form as the pioneer product, and 
contains no inactive ingredients that may significantly affect the absorption of the active 
ingredient. The pioneer product DENAGARD (tiamulin) Soluble Antibiotic, the subject of 
Boehringer Ingelheim Vetmedica, Inc., NADA 134-644, was approved on September 15, 1983, 

3. HUMAN SAFETY: 

l Tolerance for Residues: 

The tolerances established for the pioneer product apply to the generic product. A tolerance 
of 0.6 ppm is established for 8-alpha-hydroxymutilin (marker compound) in liver (target 
tissue) of swine under 21 CFR 556.738. 

l Withdrawal Times: 

Because a waiver of the in vivo bioequivalence study was granted, the withdrawal times are 
those previously assigned to the pioneer product. 

The withdrawal times established for tiamulin soluble powder under 21 CFR 520.2455 are: 
1) 3 days before slaughter when given to swine at a dose of 3.5 mg of tiamulin per pound of 
body weight for 5 days, and 2) 7 days before slaughter when given to swine at a dose of 10.5 
mg per pound of body weight for 5 days. 

l Regulatory Method for Residues: 

The determinative analytical method (GC) and the confirmatory analytical method 
(GC-MS) for determining 8-alpha-hydroxymutilin in swine liver are on file at the 
Center for Veterinary Medicine, FDA, 7500 Standish Place, Rockvile, MD 20855, 
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4. AGENCY CONCLUSIONS: 

This Abbreviated New Animal Drug Application (ANADA) tiled under section 5 i203)(2) of the 
Federal Food, Drug, and Cosmetic Act satisfies the req&ements of section 5 12(n) of the act and 
demonstrates that Tiamulin Soluble Antibiotic, when used under its proposed conditions of use, 
is safe and effective for its labeled indications. 

5. ATTACHMENTS: 

Facsimile generic labeling and currently approved pioneer labeling are attached as follows: 

Generic Labeling for ANADA 200-344: 
Tiamulin (tiamulin) Soluble Antibiotic 
Packet Label - (Front and Back), 2.28 oz (64.6 g) and 6.84 oz (193.8 g) foil packets; 
24 x 2.28 oz container label; 
12 x 6.84 oz container label; 
Package Insert 

Pioneer Labeling for NADA 134-644: 
DENAGARD (tiamulin) Soluble Antibiotic 
Single Packet Label - 2.28 oz (64.4 grams); 
20 packet container label; 
Package Insert 

(Note: The latest nomenclature for the agent associated with swine dysentery, Brachyspira 
hyoa’ysenteriae, appears on the generic labeling but the former name, Serpulina hyodysenteriae, 
appears on the pioneer labeling. The pioneer product DENAGARD (Tiamulin) Soluble Antibiotic 
is not currently marketed so its labeling does not reflect up to date nomenclature. Rather than 
copy older nomenclature, CVM recommends that the generic sponsor use the current terminology 
for the agent associated with swine dysentery, Brachyspira hyody,senteriae.) 



NDC 59 130-740-63 

TIAM U LIN Soluble Antibiotic 
Active Ingredient: 
This packet contains 1.03 oz (29.1 g) tiamulin in an inert carrier. 
Treatment of swine dysentery associated with Br~~l~yspira hyodysenter&e 
susceptible to tiamulin. 

. 

Treatment of .swine pneumonia due to kj&nuk~$~llus pleuropneumoniae 
susceptible to tiamulin. 

. 

Warning: Withdraw medicated water 3 days before staughter after use at 
3.5 mg per pound and 7 days before slaughter after use at 10.5 mg per pound. 

Keep out of reach of children. 
Avoid inhalation and contact with the skin. Direct contact with skin or mucous 

embranes may cause irritation. 
ANA 

Store in a dry piace not above 37°C 1100°F) 
L ‘Read coniplete package insert. 

DA 200-344, Approved by FDA 

Net VI A Yeight: 
;:28 02 (-64.6 g) 

0 R 



Use Directions: TIAMULIN Soluble Antibiotic 
is designed to be administered in the 
drinking water of swine. This packet contains 
29,100 mg tiamulin soluble powder and is 
designed especially for convenience of use 
with medication propot-tioners. See package 
insert for additional use directions. 

Swine Actinobacillus 
Dysentery Pneumonia 

Tiamulin, mg/lb daiiy 3.5 mg 10.5 mg 

Body weight this packet 
will treat for one day 8,314 lb 2,771 lb 

Required treatment duration 5 days 5 days 
Amount water per packet* 128 gal 43 gal 

Tiamulin per gallon of water 227 mg 677 mg 

Packets needed for one gallon 
of stock solution for medication 
proportioner set to deliver one 
ounce per gallon 1 3 

*Adjust dilution as needed to get required daily drug dose 

Caution; For use in animals onfy- 
Not for ‘hirmari use. 

Prepare fresh medicated water daily. Use as 
the only source of drinking water for 5 days. 
Do not use in swine weighing over 250 
pounds. 

Contraindication: Swine being treated with 
Tiamulin should not have access to feeds 
containing polyether ionophores (e.g., 
monensin, lasalocid, narasin, salinomycin 
and semduramicin) as adverse reactions may 
occur. 

TAKE TIME OBSERVE LABEL 
DIRECTIONS 

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

AmTech* is a registered trademark 
of Phoenix Scientific, Inc. 

Iss. I-05 800517 

Lot No. 

Exp. Date 



NDC 59130-740-65 

TIAMULIN 
Soluble Adbiotic 
Active Ingredient: 
This packet contains 3.09 oz (87.3 g) %iamulin in\ 
an inert carrier. 
Treatment of svuine dysentery associated u@th 
Brachyspira hydysenteriae susceptibk to 
tiamulin. 
Treatment, of swine pneumonia ,due to 
Actinobadlus pku~opneumoniae suscq&ible 
to tiamulin. 

I 

Warning: W ithdraw medicated waters 3 days 
before slaughter after use at 3.5 @g per 
pound and 7 days before slaughter after use 
at 10.5 mg per pound. 

Keep out of reach of children. 
Avoid inhalation and contact with the skin. Direct 

contact with skin or mucous membranes may 
cause irritation. 

Stare in a dry place not above 37°C [t~OO”Fl 
Read complete package insert. 

ANADA 200-344, Approved by FDA 

6.84. oz (393.8 g) 

8 
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Use Directions: TIAMULIN Soluble Antibiotic is designed to 
be administered in the drinking water of swine. Thispacket 
contains 87,300 mg tiamulin soluble powder and is 
designed especially for convenience of use with medication 
proportioners. See package insert for additional use 
directions. 

Swine Actinabaci Hus 
Dysentery Pneumonia 

Tiamulin, me/lb daily 3.5 mg 10.5 mg 
Body weight this packet 
will treat for one dav 24,942 ib 8,313 tb 
Required treatment duration 5 days 5 days 
Amount water per packet”A 384 gal 129 gal 
Tiamulin per gallon of water 227 mg 677 mg 
Packets needed for one gallon 
of stock solution for medication 
proportioner set to deliver one 
ounce per gallon ‘f3 1 
*Adjust dilution as ‘needed to get required daily drug doss 

Caution: For use in animals only- 
Not for human use. 

Prepare fresh medicated water daily. Use as the anly source 
of drinidng water for 5 days. Do not use in swine weighing 
over 250 pounds. 

Contraindication: Swine being treated with Tiamulin should 
not have access to feeds containing poiyether ionophores 
(e.g., monensin, lasalocid, narasin, salinomycin and 
semduramicin) as adverse reactions may occur. 

Manufactured by 
Phoenix Scientific, Inc. 
St. Joseph, MO 64503 

TAKE TiME 

Am-Tech@ is a registered trademark 
of Phoenix Scientific, Inc. 

Iss. l-05 
800517 

Lot No. 

Exp. Date 
m 



fwc 59130-7~ 
Use Dicactionr TIAMULIN Soluble Anti- 4Zontmitien: Swine being treat@ 
biotic is designed to be administered in 

TIAMULi:N ~.~~~~~~~~~~~~p~~ 

wi+ Tiamuti~ +ould not h? access 
the d&king wate? of swine. Each packet 
contains 29,100 mg  tiamulin soluble 
powder and is designed especially for omryein and se&duram&) as a&erse 
convenience of use with medication Solubte Antib iotic rw&tions may occur. 

proportioners. See package insert for 
additional use directions. Active In(lredkwtz 

Each j3sdcet cofltains 1.03 02  123.1 gl TYlKETlktE O?iE%iP Swim &lilMbacilbm 
w--w-a tiamulin in 883  inert carrier. 

Tiamulih mwlbdaliy 35w lo5mg 
l~QfswinedycnPny‘-~~~u~ 

~ah/nreiehteachS.wJm -fMP~nv;odtcslantenaemlrraalihlr 
Xettp out of reach of hi&en. 

t ianeatfarMsd¶v 8,311 lb 2.m lb 

Recfuindmunmtmtdurat’m  5 daw 5days T~~~~~~ pneumonia  due  to I Avoid h+hakitfon and contact wftt~ the skbx 
Oireet wntsct with skin or mucous mem- 

AmoumwaerpetpackL?r 12s gal b3  gal tcropwwna?e~i0 to branas may &use irritation. 
l imu&peargaRonofware.r 337mg Snmn tiamuiin. 
Paokers needed  for on.9 gal lon 
Of stocksolliti~ for flwkxioil 
~rowrtlonerrsrm d&her one Wanking: Withdraw madicatad water 3  days bsfors 
a m m  per gaf lm 1  3 slaughter after use st 3.5 

before slaughter aftar usa at 0.5 mg  psr pocind. ?  
per pound and 7 days 

-kt iwtdi~as-togs(&daWd~doaa 

Caution: for use2 in animals only- 
Manufactured by 

Not for human use. 
Fhoeiiix Sciintific~ tnc. 
St. Joseph, M O  64503 

Prepare fresh msdicatad water daily. Use as ANAQA 2OL?-344. Approved by F” 

the only sourca of drinking water for 5  days. Net’ WeSghl:  ‘ss* ‘-” 
800517 

00 not use in swine weighing over 250 
pounds. 24 x 2.28 oz (64”s gt 

Store in a  dry place not above 
37X (1WFI Read complete 4  
package insert. 

Lot No. 
AmTech* is a registered trademark 
of Phoenix Scientific, Inc. Exp. Date 
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Noc59130-7404% 
Use Directions: TIAMULIN Soluble Anti- 
biotic is designed to be administered in 
the drinking water-of swine. Each packet 
contains 87,300 mg tiamulin soluble TIAIWJLIN 
powder and is designed especially for 
convenience of use with medication 
proportioners. See package insert for 
additional use directions. Active Ingredient 7 

&t@&tdica?ion: Swine being treated 
with:Tiamulin should not have access 
to f&da containing polyether ionophores 
(e.g., monensin, lasafocid, narasin, salin- 

: om@n and semduramicin) as adverse 

SoIubIe Antibiotic reac’om may Occur’ 
Each pocket contsins 3.03 oz (81.3 g) TAYETIMS Otglgg1 

swine Actiflobgcillw 
owEmarv Fnnumonia tiamulin ban inert carriw. 

Tlamulin, f&b d&v 35 In* 104 mg nefmnentofswiae~~with 
e.xw-%mtim &achysp!tahyodysenZerfaerusEepbiblliWti%mtin. 

Keep out of reaoh of daikiren. 
wiiltreatfowneday 24842 lb 8,313 lb Avoid inhalation and contact with the &in. 
Raquired treatment dumtfon 5 days 6 days Tyttnent of swine pneumoni? due to Direct cantact with skin or mucous mem- 
AmauntwaterpsrPadtat* 364gai 1zSgal ~~;~llus plewxfpmmntee swptible to bran& may cause Irritation. 

Tiamulin per gallon of water 227 mg 677 mg . 

Paclrsts nwded for om, gallon 
of stackaobtian for msdication 
pro~~dowwt to delhrer one Warning: Withdrew medicated water 3 dava before 
ounca per gallon Ii3 1 b 

slaughter after use at 3.5 m per pound and 7 days 
before slaughter after use et B 0.5 mg per pound. I 

Vdjwtdihillon 88 waded to gst rewired da& dw dose 
Manufactured by 

Caution: Fbr use in animals only- Phoenix Scientific, tnc. 
Not for humsn us%. St. Joseph, MO @IN33 

Prepare fresh medicated water daily. Use as 
the only source of drinking water for 5 days. 
Do not use in swine weighing over 250 
pourids. 

Store in a dry place not above 
37°C (lOOoF) Read complete 
package insert. 

ANAOA 200-344. nppmved bv FDA 
800517 

Lot No. 
AmTechdD is a registered trademark 
of Phoenix Scientific, Inc. Exp. Date 
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ANADA 200-344, Approved by FDA 

3 T IAMULIN 

Dascrlption 

Soluble Antibiotic 

TIAMULIN Soluble Antibiotic is a fine, white powder which 
contains 45% w/w tiamulin. The active ingredient tiamulin 
chemically ia 14-deaoxy-ld[(2-diethylaminoethyl) mercaptoacetoxyj 
mutiiin hydrogen fumarhte, a semi-synthetic dlterpene antibiotic. 
TIAMULIN Soluble Antibiotic is designed to be itdminlstered in 
the drinking water of swine. 

Actions 
Tllmulin is active against Erachyapira hyodysenteriae and 
Actinobacillus pleoropneumoniae. It is readily absorbed from the 
gut and can be found in the blood within 30 minutes after ddaing. 

Indications 
TIAMULIN, when administered in the drinking water for five 
consecutive days, Is an effective antibiotic for the treatment of 
swine dysentery associated with Brachyspira hyodysentwiae aus- 
ceptible to tiamulin at a dose level of 3.5 mg  tiamulht per pound 
of booy weight daily and for treatment of swine pneumonia due 
to Actinobacillus pleuropneumoniae suaceptlble to tiamulin when 
given at 10.5 mg  tiamulin per pound of body weight daily. 

Contraindicstiona 
Swine being treated with TIAMULIN should not have access to feeds 
containing polyether ionophores (e.g., monenain, lasalocid, na’rasin, 
sal inomycln and aemduramicinl as adverse reactions may ocOur. 

Warning 
Keep out of reach of children. Avoid contact with akin. Direct 
contact with skin or mucous membranes may cause Irritation. 

Withdraw medicated water 3 days before slaughter affer treatment 
at 3.5 mg  per pound and 7 days before slaughter following 
treatment at ‘10.5 mg  per pound body weight. 

For use in drinking water of swine only. Prepare fresh medicated 
water daily. Not for use in swine over 250 pounds body weight. 
For animal use only - not for use in humans. 

Adverse Reactions 
Overdoses of TIAMULIN have sometimes produced transitory 
selivation, vomiting and an apparent calming effect on the pig. 

If signs of toxicity occur, discontinue use of medicated water and 
repiace with clean, fresh water. 

In rare cases, redness of skin primarily over the ham and 
underline has been observed during medication. If this occurs, 
discontinue medication immediately. 

Studies to evaluate the safety of the water soluble form of 
tiamulin in breeding swine have not been done. 

Use Directions 
The concentration of tiamulin in the drinking water mu&be adjusted 
to compensate for variation in water consumption due to weight or 
size of the pig, environmental temperature and other factors. It la 
important that pigs receive the proper drug dose, 3.5 mg  tiamulin 
per pound for swine dysentery or 10.5 mg  tiamulin per pound for 
Actinobacillus pneumonia each day for 5 consecutive days. 

Approximate daily water consumption per pig 
pig weight lb Water intake, gal 

20 0.3-05 
45  0.4 - 1.1 

26  
0.7- 1.5 
l.O- 2.0 

180 1.2-3.0 
Note: 

1. Prepare fresh medicated drinking water everyday for the 6 day 
treatment period 

2. Water medicated with Tiamulin Soluble Antibiotic should be 
the only aeurce of drinking water during the treatrnen~ Period, 

DIrectless fer prepsrIng Tiamulin Soluble Antlblotlc medicated rohrtlosa 
1. Pour contenta of the Tiamulin Soluble Antibiotic packet(s) 

into a suitable clean contsiner. 
2. Add approximately 4 quarts of water. 
3. Stir thoroughly until the powder is completely dissolved. 
4. A.::$;; solution to the quantity of drinking water needed and 

I PIa wt., lb. 

I Pig wt., lb. 124 414 

1: 

I 

w 

180 138 66  45  

Wotez Increase or decrease dliution rate 
d&y drug dose. 

& required to I obtain proper 

Attention 
If no reapdnse to treatment is obtained wIthin 5 deya, re-eatabliah the 
diagnosts..FalIure of msponae I$@ be related to the presence of non. 
susceptible orgsnisma or other oompiicating disease conditions. 
Bacauae oi the tendency for the disease to recur on premises with a 
history of swine dysentery or &#nobaciMus pneumonia, a control 
program should be lmpleniented rifter treatment. Drugs are not 
aubstltutea for proper sanhary-measures or go& management,  but 
should be used In conjunction wltk such prsctrcea. 

How supplied 
y$w~gs&~: 

2.28ozW.6g~pdet,  
24 paaketa per contsher 
e.S4m/193.Sg~packet 
12 packets per container 

.~ ~ ~~~~~ 
Acthre lngredtent 

1.03 oz (29.1 gl l iamulln 

3.09 02 (87.3 g) Tlamulin 

Store in a dry plssa nat above 37% (SJO. 
Obaarvs sxptration dates. 

Manufactured by 
Phoenix Scientlgc, Inc. 
St. JoeeM, M O  64503 

800517 
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Use fXi$ctions: This packet cor+ns 2$190&1g 
tiamuiiwand is dCigned es@&Ily for c&x& 
nience of use with medi~tfon&Qortf&rwq. See 
packa& insert for use in medW&d solutfo@s, 

Packetsi&ditd for one gallon 
of stocksdlition?or medication 
proportlonbr set to deli% one 



Soluble Antibiotic 
NADA 134-644, Approved by FDA 

* 20 Packets, 
2.28 oz. (64.6 g) each 

Active Ingredient: 
Each’ packet contains 1.03 oz (29.1 g) 
tiamuiin in an inert carrier. 
Caution: 
For use in the drinking water of swine only. 
Store in a dry place not-abouq 37°C WO”D 

DENAGARD” is aTrademarkaf Boehringer 
Ingeiheim Vetmedica, Inc. 
634307L-o0-9802 

Boehringer Ingelheim 
Vetmedka, Xec. 
St. Joseph, MO 64!%6 U.S.&. 

Boehringer Ingelheim 

Lot No.: 

Exp. Date: 

- 
- 
-- 



NADA 134-644, Approved by FDA 

DENAGARD” 
(tiamulin) 
Soluble Antibiotic 

Boehringer Ingelheim 

Contraindications 
Swine being treated with DENAGARD (tiamulin) should not 
have access to feeds containing polyether ionophores (e.g., 
monensin, lasalocid, narasin, salinomycin and semduramicin) 
as adverse reactions may occur. 

Warning 
Keep out of reach of children. Avoid contact with skin. Direct 
contact with skin or mucous membranes may cause irritation. 

Withdraw medicated water 3 days before slaughter after treat- 
ment at 3.5 mg per pound and 7 days before slaughter follow- 
ing treatment at 10.5 mg per pound body weight. 

Caution 
For use in drinking water of swine only. Prepare fresh medi- 
cated water daily. Not for use in swine over 250 pounds body 
weight. For animal use only - not for use in humans. 

Adverse Reactions 
Overdoses of DENAGARD have sometimes produced transitory 
salivation, vomiting and an apparent calming effect on the pig. 

If signs of toxicity occur, discontinue use of medicated water 
and replace with clean, fresh water. 

Description 
DENAGARD (tiamulin) Soluble Antibiotic is a fine, white 
granular powder which contains 45% w/w tiamulin.The active 
ingredient tiamulin chemically is I&-desoxy-14-[(2-diethy- 
taminoethyl) mercaptoacetoxy] muti{in hydrogen fumarate, 
a semi-synthetic diterpene antibiotic. DENAGARD Soluble 
Antibiotic is designed to be administered in the drinking water 
of swine. 

Actions 
Tiamulin is active against Serpulhu hyodysenteriue and 
Actinobocihs pleuropneomonioa,~ It is readily absorbed from 
the gut and can be found in the blood within 30 minutes 
after dosing. 

Indications 
DENAdARD (tiamulin), when administered in the drinking 
water for five consecutive days, is an effective antibiotic for 
the treatment of swine dysentery associated with Serpulina 
hyodysenteriae susceptible to tiamulin at a dose level of 
3.5 mg tiamulin per pound of body weight daily and for treat- 
ment of swine pneumonia due to Acfinobocillus pleuropneu- 
moniae susceptible to tiamulin when given at 10.5 mg tiamulin 
per pound of body weight daily. 

In rare cases, redness of skin primarily over the ham and 
underline has been observed during medication. If this occurs, 
discontinue medication immediately. 

Studies to evaluate the safety of the water soluble form of 
tiamulin in breeding swine have not been done. 

Use Directions 
The concentration of tiamulin in the drinking water must be 
adjusted to compensate for variation in water consumption 
due to weight or size of the pig, environmental temperature 
and other factors. It is import&t that pigs receive the proper 
drug dose, 3.5 mg tiamulin per pound for swine dysentery 
or 10.5 mg tiamulin per pound for Actinobocillus pneumonia, 
each day for 5 consecutive days. 



Directions for using DENAGARD in medicated proportioners 

2.28 oz packet 
The contents of this packet dissolved in one gallon of water 
and this stock solution metered in a medication proportioner 
at one fluid ounce per gallon will deliver 227 mg of tiamulin per 
gallon to a total of 128 gallons of drinkingwater for treatment 
of swine dysentery. Use three 2.28 ounce packets dissolved in 
one gallon of water and this stocksolution metered in a 
medication proportioner at one fluid ounce per gallon to 
deliver 682 mg of tiamulin per gallon to a total of 
128 gallons of drinking water for treatment of Actinobacillus 
pneumonio.The concentration of tiamulin in the stock solution 
and in the drinking water delivered must be adjusted to 
compensate for variation in water consumption by pigs due 
to body weight, environmental and other factors. It is impor- 
tant that the pigs receive the proper drug dose of 3.5 mg 
per pound of body weight daily for five days for treatment of 
swine dysentery and 10.5 mg per pound of body weight daily 
for 5 days for treatment of Acfinobocilfus pneumonia. 

Attention 
If no response to treatment is obtained within 5 days, re- 
establish the diagnosis. Failure of response may be related 
to the presence of non-susceptible organisms or other 
complicating disease conditions. Because of the tendency 

Table 1 Table 2 
Approximate daily water consumption per pig Packet size: 2.28 oz / Net tiamulin content: 29,100 mg 

Pig weight, lb Water intake, gal 

20 0.3-0.5 
45 0.4-1.1 
75 0.7-1.5 
125 1.0-2.0 
180 1.2-3.0 

Note: 
1. Prepare fresh medicated drinking water every day for the 

5 day treatment period. 
2. Water medicated with DENAGARD should be the only 

source of drinking water during the treatment period. 

Directions for preparing DENAGARD medicated solutions 
1. Pour the contents of the DENAGARD packet(s) into a 

suitable clean container. 
2. Add approximately 4 quarts of water. 
3. Stir thoroughly until the powder is completely dissolved. 
4. Add this solution to the quantity of drinking water needed 

and mix well. 

for the disease to recur on premises with a history of swine 
dysentery or with .4ctinobacRlus pneumonic?, a control program 
should be imptemented after treatment. Drugs are not sub- 
stitutes for proper sanitary measures or good management, but 
should be us,ed in conjunction with such practices. 

How supplied 

Package S&: 
Net Weight Active Ingredient 

-v-- -I_-- .-_-_ - 
2.28 oz (64.6 g) Packet 1.03 oz(29.1g)Tiamulin 
20 Packets per box 
- ..--- __-_____^.---. 

Store in a dry place not above 37”C(lQO”i% 
Observe expiration dates. 

DENAGARD” is a Trademark of 
Boehringer Ingelheim Vetmedica, Inc. 
U.S. Patent No. 4,278,674 
634305L-00-9802 
Code 634311 
Boehringer Ingelheim Vetmedica, Inc. 
St.]oseph, MO64506 U.S.A. 

OBSERVE ML 
DIRECTIONS 

Disease to be treated 

Daily tiatnolin dose 
required per pound 

swil?e 
Dysentery 

3.5 mg 

Actinobaciilus 
Pneumonia 

10.5 mg 

Required treatment duration 5 days 5 days 

Pig body weight packet will 
treat for one day 8,314lb 2977 1 lb 

Number of pigs packet 
will treat for one day: 

pig Wi, fb. 
20 415 138 
45 la4 62 
75 111 37 

125 67 22 
180 46 15 

Suggested final dilution 
of contents of one packet* 128 gal 43 gal 

Tiamulin concentration 
per gallon at swggested 
final dilution* 227mg 677 mg 

*Note: Increase or decrease ditution rateas required to obtain proper 
daily drug do& 


